
MO’VEX P’HARMA 

ovember 15, 2001 

Docket No. 98N-0337 
Faad and Drug A~i~strati~~ 
5630 Fishers Lane, Ro~~rn 1061 
Reveille, MD 20852 

Dear Sir/Madam: 

Re: 

I?imuant to 2 f CFR 201.66(e), Novex y requests an ex~mpt~~~ from 21 
CFR 2~~.6~~c~ and (d) in the form of a temporary deferra l~men~ti~~ of the 
requirements of this regulation. This deferral is requested re is not c~e~t~y 

ved reference fisted drug labeling in Drug Facts (DFL) or an Uffke of 
ric Drugs DFL template for 5 % minoxidil topical so roducts . The exem~t~~~ 

would apply to all current and future SKUs of this drug product. 

The reference listed drug for s ANDA is Regales Extra Str 
No. 20-834). 

inoxidil products, there is not cusrently approved labeling for the reference 
fisted dnrg in DFL format or an OGD template. Therefore, in order to ensure c~~t~~i~g 

liance with both the stats and the reslation, a tern~~~a~ deferral of the 
~p~~rn~~~t~~~ date is required until approved reference listed drug label 
template is available in Drug Facts format. 

In a letter from Dr. Charles Ganley to e ~Q~s~er ~eal~~ar~ ~~d~~ts Ass~~~ati~~ 
August 9* 1999, it was re~~~e~ded NDA holders submit a request for 
al in those cases where the reference llste g has not received approval for 

cling in the Drug Facts format in sufficient time to aflaw conversion of the AQUA 
roduct labeling by the regulatory eom@ance date. 



on March 17, 1999, states 
1999, must meet the 

wever, the Office of Generic gs has continued to a~~rove ANDAs 
after Aprif 16, 1999, without sabering that complies with section 201 l  66 and w~~o~t 
coyest as to the need to meet the requirements. 

This drug product was approv on October 1, 2001. however, as of the 
request, there is not roved rence listed drug labeling in template 
to follow. 

ding is that, in the case TC drug product is 
r April 16,1999, without Drug Facts sabering, &at product may be marketed 

with labeling approved in the ANDA. When approved reference listed drug labeling or 
te in DFL becomes available to the DA a~~~ica~t, the product sabering 
updated with appropriate notice to ap~li~at~o~. 

Length of the Deferral Request 

FL fo~at ~abel~g becomes available heifer 
listed drug or an OGD template), a Changes Being Effected supplement for approval of 
the new labeling in the DFL format wilf be filed. Due to the 1 of time required to 
prepare labeling, s~bm~t a CBE suppfement, and fmally c 
we anticipate that conversion for this duct can be acco 
six months m the filing of the supp , assuming that there are no changes required 
following OGD review 1 

ofution 5 CT0 , we request 
date of avai~abi~~~ of the foal raved reference listed drug 

labeling: 

Defen-aI R~~~~~ed 
Deferral of 60 days 
Deferral of 90 days 

Deferral of 150 days 
Deferral of 180 days 
Deferral of 210 days 
Deferral of 240 days 

. . ./cont’d 




